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MEDLINE Search query: (“population pharmacokinetics”[Title/Abstract] NOT “Phase”[Title/Abstract]) AND (child[Filter] OR preschoolchild[Filter]) (Febrary 20th, 2024)
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1) Accomplishments -BPCA/NICHD Eunice Kennedy Shriver National Institute of Child Health and Human Development (nih.gov)
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AEDO1 study; Levetiracetam PK in Obese Children

[ News
PTN Research Informs Levetiracetam Label Change

Posted on September 11,2023 by Kayla Korzekwinski

A pharmacokinetic (PK) study by the Pediatric Trials Network (PTN) has contributed to a recent label change for
levetiracetam, an anti-epileptic drug. The U.S. Food and Drug Administration (FDA) updated the dosage information for
levetiracetam based on the PTN studies Pharmacokinetics of Anti-epileptic Drugs in Obese Children (AEDO1) and
Pharmacokinetics of Understudied Drugs Administered to Children per Standard of Care (POP0O1).
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https://pediatrictrials.org/ptn-studies/
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- RE, BETR. fAE. AEHI’PKICEE E 5 EEOPKIELUIE
fSR COFERTF
< FEMNTHERP] > \
E PN APK
ALB 3.4 g/dL —o—— E 2B A PK
ALB 3.9 g/dL _:O_'
ALB 4.8 g/dL . _C
0 T Isiol - |1(I30| - I150 [W/J\L%§/£\'l‘$ W/J\L%ﬁ@]'lﬁ]

Estimated AUC_1op,. ss (Mg/mL hr)
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RWD, real-world data; EMR, electric medical records
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Tanzawa A,et al. Microbiol Spectr. 2022;10(2):e0195221.
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(mg/dL)
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RWD, real-world data; EMR, electric medical records

Tanzawa A,et al. Microbiol Spectr. 2022:10(2):e0195221.
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[ News ]
PTN Research Informs Fluconazole Label Change

Posted on Eebruary 16,2024 by Meagan.daly@duke.edu
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(m\\ﬁﬁIE\ Red Book)

Data from multiple Pediatric Trials Network (PTN) studies contributed to a recent U.S. Food and Drug Administration

(FDA) label change for fluconazole. The data that informed the label update, which is extensive, came from the following

studies: Eﬁﬁﬁﬁ%iﬁﬁﬂ#,ﬂﬂ
1. Fluconazole Prophylaxis for the Prevention of Candidiasis in Infants < /50 Grams Birth Weight 2014
2. Pharmacokinetics of a Fluconazole Loading Dose in Infants and Toddlers 201 1

3. Safety and Pharmacokinetics of Fluconazole in Children Supported by Extracorporeal Membrane Oxygenation

(ECMO) 2012

4. A Multicenter, Open Label Pharmacokinetics Study of Fluconazole in Infants 2008
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<MEBEEHRE > X—DIFHR : 2017-2023 >

.a E84 (n=25) AR (n=283)
X B (%) T (%)
<1 5(20%) 10 (4%)
1-<4 5 (20%) 30 (10%)
4-<12 8 (32%) 147 (52%)
12-<18 7 (28%) 96 (34%)
WHEHE (A ABR) 0/317 997/2814
e EE A 79 541
(4 mRim) (35) (165)

RWD, real-world data; EMR, electric medical records

1) Ishikawa N, et al. Epilepsy Behav. 2022
2) Ochiai S, et al, NO TO HATTATSU, 2023
3) Suzuki T, et al. Epilepsy Behav. 2021
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—— 200mg-Mean Predicted-European Healthy Patient

—— Mean Predicted-European Patient with CP-A Hepatic Impairment
1 |—— Mean Predicted-European Patient with CP-B Hepatic Impairment
—— Mean Predicted-European Patient with CP-C Hepatic Impairment
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RWD, real-world data; EMR, electric medical records
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Adult
(2mg/kg)

L] L] L] L]
Newborn Toddler F 1 School age A
(1.75mg'kg) (2.5mg'kg) (2.2mg'kg) (2.2mg'kg) ( 2mg/kg)

/Zhu X, et al. Clin Ther. 2024.
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